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THE GAZETTE OF INDIA: EXTRAORDINARY 


[Part II— Sgc. 3(i)1 


3 afafir afa u«hh Pwh, 1945#, 

(3») 155-31% mf^ir^PiMfc'iRan aicvwifno 'Ti^ii* api^ci> 

155-*r anqfa ftrar aftr aitaM 3raft ftrfM^ui 3 >t arcni wnm 

ttjt:- fftra 3T 3HT% arVsrf^Rfr 3r feBraWwi tkT araft fgf^RW M.$fo3T (ar.f%3.) 33 

W4 33 # 3^rf^nfH 3ft f%3T ^TTW aFJTJ% “ 3 ” 4 aifopfatT aTRJ%f, ftw afa 
*j3T% afiqfaftf 3ft a^t !*M«i M^fri4i 3 ft aiftwaft 33 arjn^r 3*3 I” i 

(13) ftm 157 4 ^ (1) % mM i qftHPdfelrt Pwi WIT. aro^:- 

“( 1 %) arrg^ 3 , ftrar 33 ip% aft3fa%3ft sr^tM trWt q«ft%3niwm 33%ft% 

f%3 3H%(3> fllft WR 3? 331 ■ap^ T TT, fcwft 3? 33>3T4 fallHM 3I34H33I Wit 

vw<fw 3 *rt afa ar^TFR mfwfl aqq^t 4 % apjsi? akwaft % % 

W3l^ 3 3RT 3ft aT3f*T%*ftcrc 3^26:3 1 ^33m33^Kt3%TTl” 

(ft) 5TF3 26i?%3y31^fft* ; HR ,, lfty<13^3 aici:**nfHd f%3T ^iq'il, 3R%cf :- 

3^26:5-1 
(fWT 155 -nftfatr) 

(aTT^fc, fog afo ^TFft aforfftftfr % fafrftfrtf 3ft a^1 RM U I 3<fo (ar.feJT.) 33 33NT 33) 

XU‘T* 

HRlfuirl f%3T ^TlrlT t f% -——- 3W 3T3TT fftfolW l[W 

ai^JlffolTft, ftt-TT^3-ft f*3H aft* lft*I3ft 

arpfftrft.-—-% afafa aft? 3TtT33 uihh! Ph-w, 1945 3ft arjqftt 3 ft 

arfopfor % arjTTR an^, fft^ 33 aftqfaftt 3 ft ar^ fftffoW 33 M 3ft aiftwaft 33 

a^Mievi ^ 1 


3PSfRFf 33 ftftl3^%fal? fo&ww ?ftTT I 


dftfo 

FRW 


333T3/ 


a^%{, (h«s a|U ^iFft 
aftftftfti % fan? 


a^7TT33 Wlf33»lft 










(w) 3)^ Y % W^WTl, 


(f^m 157^?^') 


STT^H^F, 3ftT^TT5# 
aitaftpifr%%Tf areft feiPwiui 


f^HfoiRarl <Ft Tjfc#ERT % f<rTP 1 TR 1 3?R vrpj 2 4 3f^t farf^fai P ^frP TT (-3T.f3T.JT.) 



(i) 3*taM %fafapW4 wpmzfftxftwmt h wrfty* fr, 


(iii) <Wm ^#i^t fa wp sm fai; 


(iv) T*?ft fajfafarT sfafa -Jft fajF?T #rfcnr fawft ^TTrft'fr, JTTU £, 




IStilUmiiMEFilBKilMUESillSlMzStELncSRM-XUiaErHinaci'tt'JEa&aaut'UTZiiF&iFxr 


ffall atlT fa^TT^T rPTT fa$»tf u T % f^jp TTsiT ^ll^ll I rWlfa, ^TRxffar f^f^>r?TT %s^T 
3#rfa*FT, ] 970 % 3Wfa #R^fKT ^ST, 3fft F^T # T^T ^71? 3FTf 
^ 3Thfw «7TZ?t 3% ^ff sfafaafi ^T STFFTC 4 fw P# f, % 3TWt fafaqfrr 
(3T.f3T.5T.) % &T TT PFrT 11 
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THE GAZETTE OF INDIA EXTRAORDINARY 


[Part II—Scr 3(i)] 


wr-i 


^n-MaRi mRw : 



^^TT:- 


(i) ^ihhI 3it 3M 333T Tk H5K u I ; 

(ii) f#TRk 3=rf^rr afo; 

(iii) Phot ; 

(iv) cf3TT 3TRT 33R ; 

(v) ; 

(vi) 3 R%kT 33TCI 


1.1 ^ro n m artwni : - 


l.l arafiqfrfaftry fta i y T: 


arr^R'ti, ftw t?r ^pnt % f^rq % rr w srr fwr 

F^t sflT dH3)T Ihh 1°I ^TT 5RFTT 3F $Pll 3|1 fH Hcrl, HE'D, <n4 vJ lPl'4i 3T 

f*Rft 3JRT3J% % ^FT ^ 33T3 Ft TT%, Pfr) 3I#333 3T ^prRH^ ft3 3I33T «J3 31 
3R3RT3I3>lP 5 Fsr, *jjrT 3T ^33 fictwiriT ^ I 

1.1 (ar) M33: 

^H'allA % Pciq 333 iRt Ft 1 ) pFTTCt T3EP333 37TT3Tt 3 T^RrI 33 dcM(<W Ft 3% 
atfT 33l 3^1 il, epa^) ^ IJ33 Ft 1 ) I cW 1 ) H^Iri RcpWI 3?fT TIYH3H Ft3T 3lfF3 I Wi 

'StlT <^I<1 T? 33&TT 3T *T^tFt*ft I '5W^3i^ u T, 3^R <^3ET H J ll^ % Rip M^<W 

hR+k 35TP3RT SiRlR^n % dH«i3t % fR) I 3FF^T McbK 3I3 R^Ri tjl J li, Rl<rc)f3>': 

(i) 3? 333 PcMui Tif^3T3TT %, # 3^4 31 3$*t EFt ^ 4 3»t ^Flcft k 3FJ*sq Ft 

T^FI 

(ii) dH+3>< 3?IT 3IHH1 % ^13^33 •stir 3%?RRT T3FR % R»F[ «m 4«P< u I WR 3?f 33^3 ’R3 

^ o 33WT Ft f3TR % f^33 3Tfaf33t 3T 33^ W37f % 3RRT 3 ft?T % 



[HTTII—gTOlQ)] 


=fiT ’ 3Hl^k u l 


5 


~^\[m $ wm W 2TT q^jqt sTRT RfoR^r Blft ^RTRRT ^ 

ta ^TT 3?R fqpi^llui zfy % ^<t u l % ^<i’ :3 TI^'% 'JljRalH ^ ^cfT ^ ^rR | 


WOtotf, 37TfTFft^^^ 

3tR mrfm fW ^T 

#ftafaR^^^TI#2TRR#ftl RP?ffecfHT3fRWr^^3tR%FTT?UiT^T^B^ 

^Mlvi'ni B<SlK UfcNlftcl Rnj°F>R R ft RP=f> I 

(iv) w<iwni % sfc 4 *ryidci ^ fawr jfti# ^ wi ri%i fsrivmWi % sfo 4 

^sr^cIT wft faf^T 3?R faejcT ^TR ^f^rT3fR:^%cT#tl 

(v) atRRRP^ -H^fdd ^dldRIttRr, fonj ^Rf^aRTt 

sfk i^r % farm % R^ter ^R^Rft ^Rcft ^t%t? i 

(vi) ^$TT % vJMRI dlfe^ 3^R ^T rnfjjrtT | 

(vii) ^rV^fts^V^ rmifr, a^ffer^qr 3^|^rfer%f^xrf^r^rI ^tt 

?pR%f^^^^R^TT^i%ir| WWTi3#?cr^, 
-nM RT 3RR RTF# IRT <^fe-qf/c^iV^d^l'/^r STlfc WfW 

^fPTI 

1.1 (rt) «reni5T*r 

f^wW ^ srjjrt *rt ^ #?r fcr rr gfrn pf^ qfr g^ni % ^ 

M^m oqsi^fT^t 'ipiJjfl i 

i.l(^r) sraftrer^tTBPR 

foP* 37^TFTt 3fR M^IVlini# % SPlfW ^T 3R% STcrf^ W<qt °RT, 

^RRTfer^pniTi 

1.1 (T) amn^^^qjrf: 

RR wartf 4 ^?t 3rmRf ^ vnrVr-41 -afR Hcki-fi % ^Rr ^ ^ 

'sfcrrt ^ t, ^?t # an«nRt «fft, RfPR cfr^ % fm faftqWr 

1.1 (^r) 3 t?tr: 

*RSRt 4 RRjFdcT ^dlcTd ^TT3^R%#mRr^fr#tl 
^RT R^t '?TTRlt, A##RT 3tR Mr RtRTR % RWT % far? ^7^ ^ WH #TT I 



6 


THE GAZETTE OF INDIA EXTRAORDINARY 
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1.1 (fT) (3T) *>WA -HIMlJl: 

f##T % far? bto ^ *rt *r»ft wft wifN! ^ 4 *rg#r f#r 

i fofaqfaT, 

31RIR^R <Hrl<h R'lTj T# dfdrf 37T^Fft % «f»^fl ^Tt ^ihhI ^ 

w ^tt 3fo <rrt# jm *torc, ^pt ^ wpr a# % wi 

’JTOH *ft WIRT I # t $® TfRflRt % fan* #ft fafafacT *T#rMfa W^Tt ^ 

<ft, toR- wfr % 4t sf# #f % rw w itto ^-faRtf# fro *n wm fr farc# far 

^4 <jm^ %fMf 3 wft 4t #n TOft tp# «teR 4 # 

sm4, *ti sfaf % aita % wt f^rfarf# fa#* wit *5t toV ttfW%iripi% 

%fap 'HiqNi'fl 'Mwl ■- 

(1) «n$w *jrf 4t *t»T=cH mfl\ i 

(2) 7#R^^^re^TP#i 

(3) ^^^TOtTrpnfh 

(4) fr4) -gfe^ i 

(5) P Ml# % ‘‘TFTI 

(6) 3Rp^r, 3fffa I 

(7) -4n«Mvt)H TfarAq# t^to i 

(8) R'xM 'HIS u l/f'1' : ’ c I>'$ u l 3tlT I 

TOt Tpnft %fap JFpT ip# 3TT*tr 4\ #t fRft R H^faR pf R f*rr 4\ 

^TITTTft # TOt TTRlft 'TFT, 5RFT *>T 3F#TcT TOT 4 3# # TOft Hl4 IT## 
#■ 3WT “aRefafwT” ** *ft TW PF ^ fTO>T ^TT ?tl 

^far tt. ft rte f. stft f^pt jt#i ?#n 4^4 Mk wt wm *ft ^fvin 
#TTI 


*nft TOSt Trmftfaf % fap ^tt# sftr ft <fr tr ft 4 fe?r #• 

fdVlN^ll (^W #T^T *#T) ^HT zff IRT ^T%T H^IVIHISlf 4 

xf^PT TORI VIT #C%v5PT WOm ^%cT 

TOft TTRfrft # -^RT TOt TfTHlft R5R^TT?ERT^IRTT 3^R ^7 W^MRRPI ^9T 
TOIlt%f^“q#3THT, ^^TT^’^ITfTO3T%^^' : wftl ^?TTOt 
tllHHl ^ JTlf^T, M<l^ u l 3# 3T^ I Tt^H '?TT 3 r4^# 3#C '3 l Im' 1'I % 3#<r\«sl 7T^ 'dl^l I 

l.l^r(aw) <4w<Jl :- 

wft ¥# Wlftrat ^ #^T, H#R, 3T# ^T % *T5#r 4\ 
^wftl wrt 3TRTH 3fa 3T#^T ^ ^ #R ^ ^ ^T ^ TO f# Wt 3^R 
^dWi 'diu'll I 





' *FFT II—75^3(1)] 


1.1 Ml) MTTRR4lTT :- 


^rqT^TT ^ WlftcT rf^TR ^rTFT ^?T ^gf^TcT AI^T % f^lf^rT ^ 

% ^rR c^TTT ^TTc?T iq^Tft?T f^v^T ^TT^TT I RR RIlfM ftwi MlTTH! 4 r fa VlM £RT 
Mr rr 4t ^?tt ^ Mr 3R% 4fM rr4/4to rri 4 sfR f4f4r Mr 3?rr Rnf44 % 
tfclW*! 4 TO# ^JgRT 4t RR RR 4t RTrft |?fSf¥ Mr RR M4’ $4 4 Ml 

M RRRTTI Mr 3Pfft%T Mr RR 4t 4 fWR MM % 3RJRR 4fM fM RRRTI 
faror MMrT 4r rrt M4ct rrt rrrt i 

r 4 f44t ^fW, ftrar 44 44fa % fM f4M rsrr to4t 4t orttort 


F.ir:iK:v;iKtJlwi^C!^ir9>IE*iRi^jpMiipRntrji 




1.1 (g) H fl ^Mui WH : 

MrrWt 4r 4 f44t 4t 4fMrT 4 r^rr ^rrr 44 rtr 4, fM ?rrr fMM 
fRRTRrfT^, % TOf4^ RHR % fM RR4 t RR (MIrrMt 44 RRTf44 faRRR) 4tTORTR4 
RTRih 4rc?4 % ^tr 44 rMrrr 4r ^rr rrtrt rt r 4 44 fafaR 44rfMf, rM 

RIRfuR) % RRRT 4 fRR RT4 % fM4 4t 44sH 4t ^HrlH RT fRRT RT Mr 4R TR7 4lRf4 RR 

^r 4 41444^4^1RitRRicHf r faMi f«Mi RR%4tf4rMtRfiR< 4 fMfM, 45ifM 

RtMM RTrftltl 

1.1 (R) RR^rRt^RTOZr, TO, RW 44 3R4 r: 

RR^TRT 4 fMtfM RRt rMr RRlfM 44 4 iJRrT 441 rMi 4 %TORM4t 
RfM 3MRR^%f4R3R^rTR4'47^R444 4“rr^44i r4 % 4M?t rr 4t MM 
4 RR, 4? 44 4r % fM RR RT 4fM^ 3ITR7R 441 MfRRcT ^RRJRT 4? fM Mrt ^fMl4[ 
4t 44 r^ 5 4fMr, ri^4 4r rt4r M 4t r4r MM brrri rrt| rr4 i 44 
Rf4M fRi M4 fM Mr % ^r-2 4 Mr 4 4t tort 4T riM 44 44 4Trrr 
RTORR Mr 4 RRT R 3Rf4eR 44 i r4rM 4r srM to rrr 4 % fM M rM 
MMrtt rtrr 4r Mr % M 4t MMr 4t tort 441 

1.1 ($T) f4f4rMl 4dl^ • 


(RT) RRfM^RRR%fRTRM : gMT4; 
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(ts) frim % wi MrrtM 4%t 3?r w*m M 3 R4t 4R fMft ^ 

P^fV'Htf if M WEE $ ijfM, 4^ SIR 4 T*44R 4*f Wft I BB% 

37fTR^sT T 7 ^ ^TE*t I 

1.1 (at) nyflq fl 3^tT3TT3jT : 

■flfSWT 4T 3TTW 3tR fafqfTRT 3ETT4 ^ 3^fH 4T faM 4R=t fafMW fair fa{ % fall 
BM^kl ^ff 4T eft ?T?T TTRlfEET TT 31^441^44 (p4€£cl 4T cR^H 3TTOfcO 3T44T ^ TE9 

ir wnfacT #rt, ww 4 rtp i fafMW e^eit Mr wet, Mt, 

^'n, 4®RFT, TTTrFf, ^*i, *^*1, P+xrti<l4i< u l, ^J^ET, 4< g l, dMlA 3^ ^P4> 7 T TflPl if bMRI 
f^tr M oTT^ TR *ft $1 4EfolPi % TT4EET 4 T^IMd! PP -H^lcTH % fM 3fR 3PJfET TfE? 
Pffs*>4l3Tt if <*iq*s4)<M u r ^Pdf^Hri d’T'T %PrlM, ^f ' z TT % 4)4 4 TE^Pqd 

RT ir WT ^rfMcT ffa\ TTTTTTn | 3^R TT^fM ^ ^ T4iftd fcfRTf 

^npiT 3lk BfacT S^FTt^vqT^TTW I PwPw fer RTi TTPETt 3k MM *St 

^Tnn23Tif wl^rdPwrwT^i 

yc^T) H^IpT M TEFli, 3tR cw^-pHWHim % frTQ[ 4^p4cl 4144), 4 i|4 4TEET 

yltfvm*i srfMifM 4^ 4Erf ■yTfen i 

1.1(7) fa faPnftn arfiftfar; 

UUfcl BETK (m(t3rf fnftf^T 4T ^Z 3?R MRl4i 3f|qfa) 4*f f4RR 45T 
S2JET 4 Wl ^ folfqfTd TTE^ft'E, fM #T ^TET) tMM % Me fa 4E fa faMM 
3#f#§r Mil | 3#T#3ff ^ ^v^ft T$cft faR ^ 3#^!^ yst WEt 

TTM3Tt ^T ^Tsrr psFfT, MtrW % M^W HsEHf % ^ITET tttt tT, 'tfatt ET^M 

sfa TITTrapH^ MTlnEJff # TTT^IV^ ?t, ^ 3^1 3ffT 5WEET WWt -3#rfWT 1940 (1940 ^T 
23) ^ wit 31^) if ^rf&T?T 3E^ir^, 3ftT ^ ^fa\ A ^RT t ^1 

f^RIT TIETT 3T^%rl ^ I ^TTT^Erff % zfcfa ^T5tff ^TH«1 if ^fT Wmt if 3f|T rElR 

T3?qT^ ^ fsrfircirfn 3T3ft^rT 34 ^ '^ 731^1 ^ f^rcn TTm ^R)wrx %r\ 2r 3rfqEte yrw. 
<Jr9RH 3frr fH^T 4ilf94> SRT W ?Tf ^ ?TrIT^ifTff I rfaR B^TK % 

3*fi|pK3, ^|fq ^lt #, cfr % ^fET 3lfir#lt % W 3R#?T Tit 3lH«ETf 4ft TTRte 3tR 4T4T 
T#rT, Mr 3cMI 4 'T5R ^ M^Rrf 3Tfqf^ % 3TrRtrr % % TTT4 V& wM I f^f^fna 3p|qfq4f 

4 iT ^rmM'4 TR fEET a^R ^4f^i<-| ctqifHdl % RTR 4I-) ^ MV^Icljiff BRRTf fMiR 4^ fM>Rft % 
f?m 3T^TRT fMn TEtTTTT | 

Wit, 3TFTif^TEM #T 3ltcllR4TT#T%PT44TT% 3EJHR, P=lP?l'R 
yfsERT % 3ThT#5 rT4T B44^t 4Rp4, R#4 3fR BM-P+pl % 3Tf^55 W 4HT 3TRT?4^ 

fiTT^Ml 



[vrPTH—TJ^3(!)] 


VKd ^iT : 3iMit(k u l 


ij 


1.1 (7) 

% C1CM< cR? RIHR HIM'} R>f ^JRR ®HI^ R^ R^T 'RTRTRRi ift, 

Rit RHrIr «R % Rit C1I^«I i?R} Rlf$^ I 

1.1 (!) «MI< Rw»l«lfll R5T 3rf^5H 

fafartfcTT, RMR 4 fel foij RJ 3cRIRt % W 4 RTRT RFRR ftlR^Rcft R^ ^T*ft Rt 
#3TO -aFR^ % f^pr tt^ ^#rt I Pcff^’lrll T&ft RFRR iTORcTt R? RM wft 3flR^, ^R 
felRilRcff ^ faf^TTsfr 5RT fw{ tttt 3^RUTt ate RiRT R?R RTR # RFRR fVRFRWf 

R^ pRT^^^^^^^RRR^Ri^R R>l4RlstRR 3Tfa#R RtT^TTI f^Pi^rll 6 RRT 
Rit 3T#r ^ TTRJRR 3FJ1TTRT KTfaRtfft R^t %ft felR>IRctf Rfl Sffa^R *ft RpJR R^RT I #R<R> 
RfRFR %f°h^f! ^ [h<)$ 1' j I «0<H %folt* ^RTI 


Rc^ 5RT SfFffe, 



RfR^T HPdfsbRT R?t f}Rt£ % f^R RRT ^fRRT RfT ^TTtRTT, f^RffcTT fRRTt ufrl-JiH RfafRRT RT 
3T^Rtjr -qf f^RR taR^ % falT for R? 3RTK 4 fR$ fRf>fcT % WII 3tR RR Tpft 


triniFRuiuEiicEi 


LTJSfe: 


rtlkllKIlFK 


ei u* ;n 


1.1 (i) rr i M 


RRR 3T^nfcrTRRt R RRffT Rtf Rfrft £ fR R* RRlt fft RfrfRt R RT H<R>K £RT ■WJRtfocT 
R^RT MRtilVIHI % RWT R RRlforct foWT R^JRFT % faR ^RRT ’3RR*} RRRRI R^TR, 
3Rpfo, fe^T 3?R RRRft RR#? RFPR % RRRR FtRT I R?T R%R 3W®[ fc, R5T Rtfa-TR 
fiffHH'lrll % faftRyr R 3RT RRR R RJBR fRR RlR R%R I 'TOlfold) fRRR°T ^T^RPT 
^ RIMfuRl RT RrRTRR, 3RT'.5ffRRT <WlfM R»T Rpfto 3^R ^RR RM R>t 

cHlftfd) RJT fRWT Ri^TT ^ rfRR RM R5R/RSTRR 4 iRR^t R?t ^TT # ^ ^R% PHRlJl 
f^rr ^ RM cTRR ^rRTRI RfRRRfrT: ^ RRlfe^t faWT % f?lR RR fR?lW ^tRT I 



1 RRlfH-ft fHRRR -RJRFT % 150 R^^?RT RR ?tRTR#^ l 

2 RT^3tofRRtMi!tRH % f^TR ^?^F7 3^R f==f^T ^TT% RlffR I 

4 ffRR'3?R^%RRTRR%f^Rc^^%rtRR3RTRt%r'l4lRa RJJ^ ^rRIR % ^RRR 

RjtrfR^RR^R^^Rptl 

5 ^RW3TrR^f^R%3RtRR^RTRlft, ^^RRfR^R^^m^RrfRRBcRTRRt^ 

$, RrV^RTT RiT M^V U I "3^ Hm1<1< RRRTI 

6 37tRM%f^f^^3R^RRMR3fRRT^RR3^3frR^3#r^R3RTI 

7 ^ f^Rrll, # ^lIMfrlR)' 37I^R, fe, 3TtRfRRt Rl FqPlH^I RR ^ t, 

f^rfTRr R^ RTRR Vpti M fRf%T sfft ^TRRR f^TT WR R^t I 


2531 GI/2002—2 
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8 


9 


10 


11 


1.2 Mstoj % fer aferr: 

1.2 (a?) fefefe star: 

mm anfife, fe aiHfer % fafefar % tfe 

% falT <^]?j cTI?fe ^t ?tft afft aiTTOW ?R ^ ^ ^ W % TM 

^nfer #11 % f^rq; "'5^t f^f^RYoT f^rr ^tfit %, ^t Trf^TTfeT 

TOt fet fw<^> (%^rr fafefe % Trim # fefer fen ^wn sfo ^T fe #rf % to* £ 

fen ftwfe ^ mri m fe mm ^fer ^Rife a?R sfe^r^ncr 
^flfebri: TO RT aifafe wr ^TWI feifeg ffefe 4 fe vgm fe, T^^cTT sto 
fefeFT fe 7JR fet % fe atffeffe fell TOTTI fefel fefe % fe fe 
aRJ^fej, fej afft aftfe fc(fW) u l RT TTfefe % feH ^lffef> ^feffe 4>l<i<i 
fen Win # mtz % fefe ^ anrfefe pfet $ to ^t Rfe #c a#ife 

TOT ^1^111 

ffimto $5T 3 TOT fefKT differ # ^?PT WJT TO # fetfe fe I fefe 
4 fen fe fe fe4 % tfe arpFi c& fe fe- pfen Mwf fe all? fe fefe 

fenwni 


fRfRfe R^f?T infe^rr ^t arfe^r^, afe‘feHT” “fe’ fefe” ^r 

afefe fe ffefe irt fe fe sfe pfen ^r afefe wwrc i 
TOR'^TOfePTTOfefe^TO^RrfeTOrm^RnTOffe ferffe% 


anfero 


I, ai^qn^H" fen rtrtt i 


fe fet fefe m fe fen fe ~m TO fe fefe nfej feFT % fetr 

fefefenwni 

<wiffe ffen ar^FT n^feRq ferffefe fen #1:— 

(i) trt fer fen, ffefe w, mfe Mtot #fe nffe a#rfro, 1970 
(1970 rt 48) arj^it 2 % arfe torito an^/pR^/^Hi^i aitcTT It 

TO^T) aq%T 'fer ^ PfeR % TO TO 1 # fe’R/«7TO felH/TOT felFf 

4FTOTa^i^aT?TTOlfTOR#nnTO?aTRR i qT^^^tl 

(ii) fefen trft Rt rtt 35 (ii) 4 ^?n ofeiffe ^RTfet fefe ai^TR fen 
froqi^TR % ^Tfer fefeT TOKf felt TOR1T TO 3TT^ ^ ^jfet 
atfer PjfeFTTcTr ^ atfer atk to wmt afefro % few 1 60 rt % afefe 
^RtSrFT % sfRT ^ fe? Rfe I 

(iii) ffelfe^ntTOfetRt^4tR T T2Tin<5q#lcTll 



WcT TFm : WW 
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t*fpi li —• tar*'. HO J 

M 44 4mf4 % f4f4qk % frpr fo# ft% 3#w an^Rf 4 

%2JT FT RFor t> %feFTfT 4, ft4ic||iyct,<u| % f^pT aqTRrfzRT <kMl4 % ^^4 4 

fR^fNT^Jf^cT % ff^FT ^fT% ^ ^hTP^RTT 3T^rftcT f^TT ^TTirnT t 4fcW 4 

Bcq^f Ft <??tt 4,44 4 fw 4,4r-M5n u |^d 4 k f44kpfficr Brq# % stfrt 4 f4^r ft4 

Ft 4 fcftt Ft f44t ’iff fuf i 

1.2 (an) 4^nrr 4t? f4«m % i44 Tjerty enfant: 

(f) q^RT ^q 4 fsRR qqi %’*jff 4 4444ft 4fFm4 fftt ft w 4 4trrc faFT nrst 4 

FTFT PTFKFT FHT 

(F) f4tFFJ 4? 4 *K WF FiTF? FT FT#T WII 
(rf) f44rt fFFRTF ’q^rfri Ft setfpf fft i 

On) ^cqr4t % f<rTiT ^fRi^f ptsttf f4^fr^T^jf^cr orrg T^frr4Y arf^F^qRrr ^rqrr i 


3Tq?iT 4 4Nr Ft FTFit 4 k 44 Ft ^f44ct F4t fq ftft 
3444i w ftw 44 cjqqiFr 4 rfr^rr Ft ftf Ft fiftM 


(n) 5f4f, 4 r fipttfIff 4 t4t 4 Fm-awr fiftI 4t fft 4 wf<t fFFFF fa4fa?r ftt4 
ftf 4^t 4 ktft ft ^4#qci f? 4 % fcrq f444r ttftf 4 ^4^ 4 x 4tefT 

^f4^rrq4t i 


(?:?,) tfFF I H FfaFTTS SRT 3R[4tTFT FF r ITFt <=hH^lR^^, 4 f % 4faq feci FT % ^4 4«sifd=h 
^ftft 4 fftIff ttcfft Ft ftf q-44 4 k c£"Hi f4t i 

■qj^r xppjc^i % f44t Fi4f4cT Kr4t 4 ff hftf feKr4 4 ct4ct ff ffth, *i4f4cT 
3TT^rr, qffa, sttfr, 14ft 4k fFwrr Ft ftf ft -wit 4 k ftft 444f ift ftftt i 
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*rm- 2 

ariffrfrsrcfr .rft, mwn 3^ «y<W faftwfof uflwi qftffifh 

3dWf«T % wt % far* w trafto 3fNfa% are rerfr % fafaqfa % faq •tft 
^rekr ^ ^tt i ^Twnr^g for swfo^H aftr 3ra%w 

qft **r ^ % ffoj *ft Ft *r%^ i 


W.tf. 

aM^^rWr 

3T^WcT 

P P A.L. -.vlt, -■- 

rkhmwft 


i 

2 

3 

. . 

4 



UrfoF fsWf^cnq 
% faq 1200 opt 
fkiZ TIT 

f^HTSR 
TI%cT, TTre^TfeT 
foil *lfc 
afoiftmt 

qfcm *1 frfafHri 
xJTIcft $ eft 400 
^pt fe: 
3iRik<R fo' 

^fcn^ni 


i. 

SMH/TMtxi) 

100 opt ^ 

j ♦ (^ ; \ |*\ ■ / p 

J sHir)/q^l'^>cl/Hld<l^c) *slW THH 

■4lcHVs?ef4i 1 

2. 

^yi/ww h^r/ 
pfacfTR^ft 

200 opt "JZ 


M Q t=t>/|o<<4MH/>pMqcti/l||^4< IH9FM 4s|/-qprHl/ 

1W*I 

3. 

#/ cfZt/ 

100 cptT£Z 

^ ftfR, Iwr 4^/ TTSST fa^TT NT, 

j |fe^[ Hciki^ 
3flTfefo4T 

cfju|c^i<M^, Tim TIMTS4 M'5?IH, PRnT/qcl 

T^fzp T^ftn, T^n^r Tsfcr, feifctf ^?tt 3 

s^iPd % fcip 3TT«IFr afk f^ftcT T>t 
fr#7cT qifrwfa 4^fief ^t Oj 1 ^ % fo?P»T 
% kiU ) 3$ffonst I 

4. 

^Tt w/wr/ 

150 optfZ 

H^dl, -tzlcl N^H/qcitMT RiHl^, 

TprlFft WST, rim WS, fast 

(f^ri qfrefaci) x^/ m tht, f^raqr wi, 








J3 



f , z 




<H4i5l/7d-lH4 TdM, 74^41 1 

5. 

4>MH 

&4 

o 

o 

4>M<H # 7# u l # f# fadd) % 5#, IH7M7 
f47l, #5 747, 4MHi, 7## 7dl<4 4riled I, 
474/#>4 37# f## 4# # 1#47R74T W 
3fl7 47T#74t #41 #t ^4474T ## 1 

6. 


100 4#^ 

r- in r <S in 


FRT5T41R47, 371# I HNI, 'll 1 ! 4147, 
44fd W 4#T 3k 717714^ f47 1 

7. 

4777? 

100 4#fd 

dsj4 474 4 #, fafa'i a##/ 4iHd4d f#4 

44, # 744/ f477 (# 37#5 5l) 7d4471 7# 
45T74 37I4T4, 7d#71 7# 4#71 

8. 

4T4>/ 3H of H ^7 

#5 J-i)54>/ 

100 crffd 

4<dl 'rH-pTTH f47F) 1HW7T57 45T 71 T IT #4 3777 
^ft 54# 5J4> $)4l 4T%4, 77# 5>t Hxol^ 7d4#7T 

<\ f\ $. \ _\ *\ 

THHHHH 

TdleT 44774 3777 744777174177 45T74 3774141 

9. 

4H4 

4#TAl4T# 

150 44 fd 

fe=7d4 44, Id^kl^ 4417 <HH7 3#7 4777^ f-b, 
4d# 37f474, 7774 4144 44T4, fq7rd7 tf# 

441# 4147 If 

447414 74447, 54 474 444 74774 did! 7747 4 / 
74 474 ##, 4df444?fl4 1 

10. 

471714/371743 

200 #fd 

# # 47R #44 11 f#4H d# 41474 #7 
417744 7744 # .47494415l 114447 4771 

11. 

W 

100#lfd 

•# 4| 447 #10 fe -#7 7714 fft 477744 7744 
3i# #474 451 

12. 

3T#/frlf47 

100 c#i£d 

54 774#7 d# 37T7744 '7744, 54 474 d4 
fdT# dtdt 441 51/ ^<#4 f47d7/ f44d7 #7, 
f?4M#4 4T44l 

13. 

cM/^h/HH 

100 cptfd 


4dd>), 4*31?/ TdHHTl TdM MrlMI, 7dHH77 Tdlcd, 
45174 37T45T, 7444 44747, 474 d# (fdTFl 
dldt 447 f4)/54 474 44741 

14. 

37TC#cTHA 4 
44iFf/44l7, 44 
f4f, 475 f4f 

100 45 fd 

44 44 J f44, 41 414 14444 77 fd^rl 

5T71 474lf44 #41, 4#, 54#f<7 f444 
^44741, 77#4 41 #7 47 5177 !Wlf44 

## 1 #4774 f44 4 4754 144, d7J4 474 
44744, 7dH#71 7dl4 41 344 44#74 4# #t 
f444 37t7 45174 #447, f474lf#l 474 #1 
444 7ld4 f4dd7 41 f44d7 #54, 54 474 
54747, 371dl4#4 1 

15. 

_ 

4t#4 Mh# 
q#4 4 4-izt, 
4#4 #1447, 

200 opt xjTs 
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afo ?FTT1 

^n?R, ^ 

fow, R3#- 
^f, ?p 

facfrcq FFTTI 
RZ# 3EJRFT 3 
fer 3 >?t ft 


(srr) ^prFft ^ sMtrar % wt % faftRfar % fkri siftfam infNft, 
aft? fafcmtar trf^rfr^^i 

aiWfiT % t$r> mA % far* -3^#rrT ^ a##r % 3 srt wt % fgf^R^T 4 foxy ift 
3U«rtRRft*rrR&Rti jisct? ^ farMui^ili ate arzifa/^K v^t ?r 

TRt%#nj Z* 


sE.^. 


Af; ..., „.., ri , 


TRi^rT ^HrlH 

fafaifal WH 

R^H'Rl/ BM-MR PRIpW m T EIR?T *W T f? ? 1 

1 

2 

3 

4 







f^TOrq 
% fcpj 1200 cpt 

%f^R f^RFH 

^B%cT, *l*»l!*t 
afol ^ 

aqpj^/te 
atiqfq'Mi d-nl 

3 Fqf#TrT 
Rft ^ 1 eft 400 
fft>£ ^iT 
a^rf^vf ^5T 

aiftfacT^Tfl 

1 

1. 

foW 

100 opt^ 

m*R mami R5r (Rfc 

HI^h/ ^l^<=b/ 

. ^ _ n - 

3RWT ft) 'O’hH'H Mdldl, R2ZT am ar-Tf 

^IK^I <SIHKI 

: 3 c RTr £ R J slHkf m MT4 MicSFRFT | 
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2. 

31% 

100 cRtip: 

dRTTOl TO1S1 (d}fx440 RSd%R RSfd RSITOI 
S%t, 4444 TO%, 'jlxdh f%RSl, 4tdd RTOT 
RWS, %rfd %5R R?f%, %4RT ?J^TO 1 

3. 

(%Pd4i) %R 
fcfroqi 

100 4%^ 

TORT fad, 4°MRR fasTO ml fwi m. 

TOTOTORR zr, vp4>4>, I<5|4>4! RRTTOT RTOFT 3TR 
fTO%R, %% f%TOTO %t RTO 4 

TOIdMR 4 RTOflcf 4ISI (^ J J,d 4VTR5TO % TRld) 
TO?T3%f$RT%| 

4. 

rpjto 

200r^-js 

%S[TO/#44>, 4H4I, S, Ffd 41-541 pTTOR 44 
(TO%3%%rT%) 

5. 

\ N / » 

100 cpf-gz 


^l J H cM vH^<rH 

4R 4W1TOTR4, 1S4RRT ISTd RTOdT, dd TORSI, 

RfRRTORR) 

4lad, RR°T HUH, 4ldd RjTOTO, RS3I I 

6. 

P . 

100 crt 


RI4TO, 

4>Md 

H-S <41, ISdalU Rild 4>l IH41 U I 4c14 1 

7. 

r\ 

*£ 

o 

o 


W, TOR14 
3fr(%jfe 

J SKd/ Rddl, R-S <41, 444>, HH44> I4~lldl Hd 
(4%-3?T4?4TO%) 

8. 

f%(%fd4t) 

ioo 

Q44>/liQ44i, 4lddl, Hl-541 fRTOR 44 (d^l 
3TOTOTO f[) 4>fu|4>144 44, 4JfTOTO, %f%4T 
TOTT4R R#T, TO?, 44 % TOst. TOTOTO, TOS 
R%R^dT,RfR, %%f4%TOT4TOf, 4lfRRT4R% 
%f%R4TOtTORT4TOI 

9. 

fRTT 

ME^m 

RS%, Rid, pHd 4<541, fRSSt %TO%1 1 


tjitot 

mm 

50-100 f%.RT. ^FTcTT 41% 3Td^f'44R 4d4 
%TOTO, RS%! 

11. 

4>4Jd 


%QN4>, 414^1 fam 44 (R% 3714^44^ %) 

%Rjd RRR R7IR, 4ial^dH H<I4I4>< U I, 4R 
R%rl gdT, R§RR 3R4H, RT41 

12. 

d44 3||1 

100 4%-gd 

F<54^4 %4, f4fc4>R14 : ) RRT, Rddl dRRFT, dfrld 

TOTOTO 

4l44 R¥lH, TORSI %Ff, ^I>r4l4 TORSI, R4 Rl u l 

Z %1 %% % RR1/R4 TOTO R%H, %f%T 

R#T, 4T^ ^RRT, %t RfFT 3^4lfdR FlWT % 
f4^rl IRT ckNHlFdrf #T1, %RR% 1 

13. 


ioo 


TOFf 3TR 
RTOR (R4^TOT) 
% 3Rts4s 

TOf 4T^ ^RRl, TO TOR RFJTOlRlcf FTOTOR it 14^4 
^RT RFTOTlfTOT %TO, %4Rlt 1 

14. 

RR%R I4I4RTO 
TOFTO R TRzt, 
4HH' TOlRdR, 

200 
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gs % fair 

fa #TTI 
TTH^Hcl 

flsnrf-r, gait 
f^RISRor, H^5T, 
wir-w, 

iH^RUT^rri 


mm m ^xr m^\ t) 


TPWR'gTfT 


T*rmw^aig*TFT 
tJEoFl^FI ATHNFEn AlI^lA'T'J^ 


I ATHNTT 0 ! HTfNT 





( i°T) Wfip 

j__ j|gjjgjj 
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J J U I A-ItIM 3tjhft 



tsetaiEEnmisci 
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ATlfc 
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stt&ttM 



24 

qtqq4fee 



25 

■#qiqf^7#iq 




fe umft 


HVfafi, Bq^f, WR qq B qid^ll % 

3^ T# $q ^qrt qi £ ; qfa BHqft 4 f^ft fafepg qp# qftf^ldqi 4 fafiwH 


I W. 4. %-11020/5/97'A( 3Ti.-QTR.lp1-) 1 
qpr. tor;, Tiftn 


Tff^ ft>upj| ;—arf^rg^Tr T(. ''TU. 28-10/45-T(^( 1 ), f^ti"^ 21 f<W«K, 1945 ^ *1<°t>Rl ^ TTRililrKl 

3Tftm -fU/SFl.fa. 504( 31) 7117111 18-7-2002 STCT fa*7T TTU I 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Indian Systems of Medicine and Homoeopathy) 
NOTIFICATION 

New Delhi, the 13th August, 2002 


G.S.R. 566(E):— The following draft of certain rules further to amend the Drugs and 
Cosmetics Rules, 1945, which the Central Government after consultation with the 
Ayurvedic, Siddha and Unani Drugs Technical Advisory Board proposes to make, in 


2531 GI/2002—3 
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exercise of the powers conferred by clause (a) of sub-section (I) of section 33-N read 
with sub-section (I), clause (d) and (f) of sub-section (2) of section 6 of the Drugs 
and Cosmetics Act, 1940 (23 of 1940), is hereby published as required by the said 
section for the information of all persons likely to be affected thereby and notice is 
hereby given that the said draft rules will be taken into consideration after the 
expiry of a period of 45 days from the date on which copies of the Official Gazette in 
which this notification is published, are made available to the public; 


Objections or suggestions, if any, may be addressed to the Secretary, 
Department of Indian Systems of Medicine & Homoeopathy, Ministry of Health and 
Family Welfare, Indian Red Cross Society Building, New Delhi 110001; 


Any objection or suggestions, which may be received from any person with 
respect to the sajd draft rules within the period specified above will be taken into 
consideration by the Central Government. * 


DRAFT RULES 


1. These rules may be called the Drugs and Cosmetics ( --- Amendment) 

Rules, 2002. 

2. They shall come into force on the 1 B * January, 2003. 

3. In the Drugs and Cosmetics Rule, 1945, 

(a) after rule 155-A, the following shall be inserted, namely:- 

"ISS-R C-e^ficate of award of G.M.P. of Ayurveda, Siddha and U nani Drugs: 
The certificate of Good Manufacturing Practices (GMP) to manufacturers of 
Ayurved-Siddha or Unani drugs shall be issued to licensee who comply with the 
requirements of Good Manufacturing Practices (GMP) of Ayurveda, Siddha and 
Unani drugs as laid down in Schedule T". 


(b) in rule 157, after condition (1), the following shall be inserted, namely: 



[4PT II—75^3(1)] 
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"(1A) For getting a certificate of 'Good Manufacturing Practices of Ayurveda- 
Siddha-Unani drugs, the applicant shall make an application on a plain paper, 
providing the information on existing infrastructure of the manufacturing unit, 
and the licensing authority shall after verification of the requirements as per 
Schedule T*, issue the certificate within a period of 3 months in Form 26E-I", 

(c) after Form E, the following form shall be inserted, namely:- 


Form 26E-I 
(See rule 157-B) 

(Certificate of Good Manufacturing Practices (GMP) to manufacturer of Ayurveda, 
Siddha or Unani drugs): 

Certified that manufacturing unit licensee, namely., situated 

at.State.License No.comply with the requirements 

of Good Manufacturing Practices (GMP) of Ayurveda-Siddha-Unani drugs as laid 
down in Schedule T of the Drugs and Cosmetic Rules, 1945. 

This certificate is valid for a period of three years. 


Dated: Signature 

Designation/ 

Place: Licensing Authority for Ayurveda/ 

Siddha/Unani Drugs. 

(d) for Schedule "T", the following shall be substituted, namely:- 

8CHEDULE T' 

(See rule 167) 

GOOD MANUFACTURING PRACTICES FOR 
AYURVEDIC, SIDDHA AND UNANI MEDICINES 

The Good Manufacturing Practices (GMP) are prescribed as follows in Part I 

and Part II to ensure:- 

(i) raw materials used in the manufacture of drugs are authentic, of prescribed 
quality and are free from contamination; 

(ii) the manufacturing process is as has been prescribed to maintain the 
standards; 

(iii) adequate quality control measures are adopted; 

(iv) The manufactured drug which is released for Sale is acceptable quality; 

(v) to achieve the objectives listed above, each licensee shall evolve methodology 
and procedures for following the prescribed process of manufacture of drugs 
which should be documented as a manual and kept for reference and 
inspection. However, under IMCC Act 1970 registered Vaidyas, Siddhas and 
Hakeems who prepare medicines on their own to dispense to their patients 
and not selling such drugs in the market are exempted from the purview of 
Good Manufacturing Practices (GMP). 
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PART I 

GOOD MANUFACTURING PRACTICES 

Factory Premises: 

The manufacturing plant should have adequate space for:- 

(i) receiving and storing raw material; 

(ii) manufacturing process areas; 

(iii) Quality Control section; 

(iv) finished goods store; 

(v) office. 

(vi) rejected goods/drugs store. 


1.1 General Requirements: 

1.1(A) Location and surroundings: 

The factory building for manufacture of Ayurveda, Siddha and Unani 
medicines shall be so situated and shall have such construction as to avoid 
contamination from open sewrage, drain, public lavatory or any factory which 
produces disagreeable or abnoxious odour or fumes or excessive soot, dust or 
smoke. 

1.1(B) Buildings: 

The building used for factory shall be such as to permit production of drugs 
under hygenic conditions and should be free from cobwebs and insects/rodents. It 
should have adequate provision of light and ventilation. The floor and the walls 
should not be damp of moist. The premises used for manufacturing, processing, 
packaging and labelling will be in conformity with the provisions of the Factory Act. 
It shall be located so as to be: 

(I) Compatible with other manufacturing operations that may be carried out in 
the same of adjacent premises. 

(II) Adequately provided with working space to allow orderly and logical 
placement of equipment and materials to avoid the risk of mix up between 
different drugs or components thereof and control the possibility of cross 
contamination by other drugs or substances and avoid the risk of omission 
of any manufacturing or control step: 

(III) Designed, constructed and maintained to prevent entry of insects and 
rodents. Interior surface (walls, floors and ceilings) shall be smooth and free 
from cracks and permit easy cleaning and dis-infection. The walls of the 
room in which the manufacturing operations are carried out shall be 
impervious to and be capable of being kept clean. The flooring shall be 
smooth and even and shall be such as not to permit retention or 
accumulation of dust of waste products. 




[MPTII—~GT3g3(l)] 
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(IV) Provided with proper drainage system in the processing area. The sanitary 
fitting and electrical fixtures in the manufacturing area shall be proper and 
safe. 

(V) Furnace/Bhatti section could be covered with tin roof and proper ventilation,' 
but sufficient care should be taken to prevent flies and dust. 

(VI) There should be fire safety measures and proper exits should be there. 

(VII) Drying Space: - There be separate space for drying of raw material, in process 
medicine or medicines require drying before packing. This space will be 
protected from flies/insects/dust etc., by proper flooring, wire-mash window, 
glass pans or other material. 

1.1(C) Water Supply: 

The water used in manufacture shall be pure and potable quality. Adequate 
provision of water for washing the premises shall be made. 

1.1(D) Disposal of Waste: 

From the manufacturing section and laboratories the waste water and the 
residues which might be prejudicial to the workers or public health shall be 
disposed off. 

1.1(B) Container's Cleaning: 

In factories where operations involving the use of containers such as bottles, 
vials and jars are conducted, there shall be adequate arrangements separated from 
the manufacturing operations for washing, cleaning and drying of such containers. 

1.1(F) Stores: 

Storage should have proper ventilation and shall be free from dampness. It 
should provide independent adequate space for storage of different types of 
material, such as raw material, packaging material and finished products. 

1.1(F)(A) Raw Materials: 

All raw materials procured for manufacturing will be stored in the raw 
materials store. The manufacture based on the experience and the characteristics 
of the particular raw material used in Ayurveda, Siddha and Unani system shall 
decide the use of appropriate containers which would protect quality of the raw 
material as well as prevent it from damage due to dampness, microbiological 
contamination or rodent and insect infestation, etc. If certain raw materials require 
such controlled environmental conditions, the raw materials stores may be sub¬ 
divided with proper enclosures to provide such conditions by suitable cabinization. 
While designing such containers, cabins or areas in the raw materials store, care 
may be taken to handle the following different categories of raw material:- 

(1) Raw material of metallic origin. 

(2) Raw material of mineral origin. 

(3) Raw material from animal source. 
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(4) Fresh herbs. 

(5) Dry herbs or plant parts. 

(6) Excipients etc. 

(7) Volatile oils/perfumes and flavours. 

(8) Plant concentrates/extracts and exudates/resins. 

Each container used for raw material storage shall be properly identified 
with the label which indicates name of the raw material, source of supply and will 
also clearly state the status of raw material such as 'UNDER TEST' or 'APPROVED' 
or 'REJECTED'. The labels shall further indicate the identity of the particular 
supply in the form of batch no. or lot no. and the date of receipt of the 
consignment. 

All the raw materials shall be sampled and got tested either by the in-house 
Ayurvedic, Siddha and Unani experts (Quality control technical person) or by the 
laboratories approved by the Government and shall be used only on approval after 
verifying. The rejected raw material should be removed from other raw material 
store and should be kept in separate room. Procedure of 'First in first out’ should 
be adopted for raw materials wherever necessary. Records of the receipt, testing 
and approval or rejection and use of raw material shall be maintained. 

1.1(F)(8) Packaging Materials: 

All packaging materials such as bottles, jars, capsules etc., shall be stored 
properly. All containers and closure shall be adequately cleaned and dried before 
packing the products. 

1.1(F)(C) Finished Goods Stores: 

The finished goods transferred from the production area after proper 
packaging shall be stored in the finished goods stores with an area marked 
"Quarantine". After the quality control laboratory and the experts have checked the 
correctness of finished goods with reference to its packing/labelling as well as the 
finished product quality as prescribed, then it will be moved to "Approved Finished 
Goods Stock" area. Only approved finished goods shall be dispatched as per 
marketing requirements. Distribution records shall be maintained as required. 

If any Ayurvedic, Siddha and Unani drug needs special storage conditions, 
finished goods store shall provide necessary environmental requirements. 

1.1(G) Working space: 

The manufacturing area shall provide adequate space (manufacture and 
quality control) for orderly placement of equipment and material used in any of the 
operations for which these are employed so as to facilitate easy and safe working 
and to minimiz e or to eliminate any risk of mix-up between different drugs, raw 
materials and to prevent the possibility of cross contamination of one drug by 
another drug that is manufactured, stored or handled in the same premises. 

1.1(H) Health Clothing, Sanitation and Hygiene of Workers: 

All workers employed in the factory shall be free from contagious diseases. 
The clothing of the workers shall consist of proper uniform suitable to the nature of 
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work and the climate and shall be clean. The uniform shall also include cloth or 
synthetic covering for hands, feet and head wherever required. Adequate facilities 
for personal cleanliness such as clean towels, soap and scrubbing brushed shall be 
provided. Separate provision shall be made for lavatories to be used by men and 
women, and such lavatories shall be located at places separated from the 
processing rooms. Workers will also be provided facilities for changing their clothes 
and to keep their personal belongings. 

1.1(1) Medical Services: 

The manufacturer shall also provide:- 

(a) Adequate facilities for first aid; 

(b) Medical examination of workers at the time of employment and periodical check 
up thereafter by a physician once a year, with particular attention being devoted 
to freedom from infections. Records thereof shall be maintained. 

l.l(J) Machinery and Equipments: 

For carrying out manufacturing depending on the size of operation and the 
nature of product manufactured, suitable equipment either manually operated or 
operated semi-automatically (Electrical or steam based) or fully automatic 
machinery shall be made available. These may include machines for use in the 
process of manufacture such as crushing, grinding, powdering, boiling, mashing, 
burning, roasting, filtering, drying, filling, labeling and packing etc. To ensure ease 
in movement of workers and orderliness in operations a suitably adequate space 
will be ensured between two machines or rows of machines. These machinery and 
equipments have to be properly installed and maintained with proper cleaning. List 
of equipments and machinery recommended is indicated in Part II A. 

Proper Standard Operational Procedures (SOPs) for cleaning, maintaining 
and performance of every machine should be laid down. 


11.(K) Batch Manufacturing Record* 

The licencee shall maintain batch manufacturing record of each batch of 
Ayurvedic, Siddha and Unani drugs manufactured irrespective of the type of 
product manufactured (classical preparation or patent and proprietary medicines). 
Manufacturing records are required to provide an account of the list of raw 
materials and their quantities obtained from the store, tests conducted during the 
various stages of manufacture like taste, colour, physical characteristics and 
chemical tests as may be necessary or indicated in the approved books of 
Ayurveda, Siddha and Unani mentioned in the First Schedule of the Drugs and 
Cosmetic Act, 1940 (23 of 1940). These tests may include any in-house or 
pharmacopoeial test adopted by the manufacturer in the raw material or in the 
process material and in the finished product. These records shall be duly signed by 
Production and Qualify Control Personnel respectively. Details of transfer of 
manufactured drug to the finished products store including dates and quantity of 
drugs transferred along with record of testing of the finished product, if any, and 
packaging, records shall be maintained. Only after the manufactured drugs have 
been verified and accepted quality shall be allowed to be cleared for sale. 
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It should be essential to maintain the record of date, manpower, machine 
and equipments used and to keep in process record of various shodhana, Bhavana, 
burning in fire and specific grinding in terms of internal use. 

l.l(L) Distribution Records: 

Records of sale and distribution of each batch of Ayurveda, Siddha and 
Unani drugs shall be maintained in order to facilitate prompt and complete recall of 
the batch, if necessary. The duration of record keeping should be the date of expire 
of the batch. 

1.1(M) Record of Market Complaints: 

Manufacturers shall maintain a register to record all reports of market 
complaints received regarding the products sold in the market. The manufacturer 
shall enter all data received on such market complaints, investigations carried out 
by the manufacturers regarding the complaint as well as any corrective action 
initiated to prevent recurrence of such market complaints shall also be recorded. 
Once in a period of six months the manufacturer shall submit the record of such 
complaints to the Licensing Authority. The Register shall also be available for 
inspection during any inspection of the premises. 

Report of any adverse reaction resulting from the use of Ayurvedic, Siddha 
and Unani drugs shall also be maintained in separate register by each 
manufacture; The manufacture shall investigate any of the adverse reaction to find 
if the same is due to any defect in the product, and whether such reactions are 
already reported in the literature or it is a new observation. 

l.l(N) Quality Control: 

Every licensee is required to provide facility for quality control section in his 
own premises or through Government approved testing laboratory. The test shall be 
as per the Ayurveda, Siddha and Unani pharmacopoeial standard. Where the tests 
are not available, the test should be performed according to the manufacturers 
specification or other information available. The quality control section shall verify 
all the raw materials, monitor in process quality checks and control the quality of 
finished product being released to finished'goods store/ware house. Preferably for 
such quality control there will be a separate expert. The quality control section 
shall have the following facilities: 

(1) There should be 150 sq. ft. area for quality control section. 

(2) For identification of raw drugs, reference books and reference samples should 
be maintained. 

(3) Manufacturing record should be maintained for the various processes. 

(4) To verify the finished products, controlled samples of finished products of 
each batch will be kept for till the expiry date of product. 

(5) To supervise and monitor adequacy of conditions under which raw materials, 

Semi-finished products and finished products are stored. 

(6) Keep record in establishing shelf life and storage requirements for the drugs. 

(7) Manufacturers who are manufacturing Patent Proprietary Ayurveda, Siddha 
and Unani medicines shall provide their own specification and control 
reference in respect of such formulated drugs. 

(8) The record of specific method and procedure of preparation, that is, 
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"Bhavana", "Mardana" and "Puta" and the record of every process carried out 
by the manufacturer shall be maintained. 

(9) The standards for identity, purity and strength as given in respective 
pharmacopoieas of Ayurveda, Siddha and Unani systems of medicines 
published by Government of India shall be complied with. 

(10) All raw materials will be monitored for fungal, bacterial contamination with 
- a view to minimize such contamination. 

(11) Quality control section will have a minimum of 

(i) One person with Ayurveda/Unani/Siddha qualification recognized under 
Schedule II of Indian Medicine Central Council Act 1970. Two other persons 
one each with Bachelor qualification in Botany/ Chemistry/Pharmacy could 
be on part time or on contractual basis. 

(ii) The manufacturing unit shall have a quality control section as explained 
under Section 35 (ii). Alternatively, these quality control provisions will be 
met by getting testing etc., from a recognized laboratory for Ayurveda, 
Siddha and Unani drugs; under Rule 160-A of the Drugs and Cosmetics Act. 
The manufacturing company will maintain all the record of various tests got 
done from outside recognized laboratory. 

(iii) List of equipments recommended is indicated in Part II C. 


1-2 Requirement for Sterile Product: 

1.2 (A) Manufacturing Areas: 

For the manufacture of sterile Ayurvedic, Unani and Siddha drugs, separate 
enclosed areas specifically designed for the purpose shall be provided. These areas 
shall be provided with air locks for entry and shall be essentially dust free and 
ventilated with an air supply. For all areas where aseptic manufacture has to be 
carried out, air supply shall be filtered through bacteria retaining filters (HEPA 
Filters) and shall be at a pressure higher than in the adjacent areas. The filters 
shall be checked for performance on installation and periodically thereafter the 
record of checks shall be maintained. All 'the surfaces in sterile manufacturing 
areas shall be designed to facilitate cleaning and disinfection. For sterile 
manufacturing routine microbial counts of all Ayurvedic, Siddha and Unani drug 
manufacturing areas shall be carried out during operations. Results of such count 
shall be checked against established in-house standards and record maintained. 

Access to manufacturing areas shall be restricted to mi nim um number of 
authorized personnel. Special procedure to be followed for entering and leaving the 
manufacturing areas shall be written down and displayed. 

For the manufacturing of Ayurvedic, Siddha and Unani drug that can be 
sterilized in their final containers, the design of the areas shall preclude the 
possibility of the products intended for sterilization being mixed with or taken to be 
products already sterilized. In case of terminally sterilized products, the design of 
the areas shall preclude the possibility of mix up between non-sterile and sterile 
products. 


2531 Gl/2002—4 
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1.2 (B) Precautions against contamination and mix; 

(a) Carrying out manufacturing operations in a separate block of adequately 
isolated budding or operating in an isolated enclosure within the building. 

(b) Using appropriate pressure differential in the process area. 

(c) Providing a suitable exhaust system. 


(d) Designing laminar flow sterile air systems for sterile products. 


The germicidal efficiency of UV lamps shall be checked and recorded 
indicating the burning hours or checked using intensity. 


Individual containers of liquids, and opthalmic solutions shall be examined 
against black-white background fitted with diffused light after filling to 
ensure freedom from contamination with foreign suspended matter. 


(g) Expert technical staff approved by the Licensing Authority shall check and 
compare actual yield against theoretical yield before final distribution of the 

batch. 


All process controls as required under master formula including room 
Temperature, relative humidity, volume filled, leakage and clarity shall be checked 
and recorded. 



*1KC! : 3iHI^IK IJ l 


27 


[ *TFT II—75P>S3(i)] 


PART 


A. LIST OF RECOMMENDED MACHINERY, EQUIPMENT AND MINIMUM 

MANUFACTURING PREMISES REQUIRED FOR THE MANUFACTURE OF 
VARIOUS CATEGORIES OF AYURVEDIC, SIDDHA SYSTEM OF 
MEDICINE. 

One machine indicated for one category of medicine could be used for the 
manufacturing of other category of medicine also. Similarly some of the 
manufacturing areas like powdering, furnace, packing of liquids and Avaleha, Paks, 
could also be shared for these items. 


S.N. 

Category of 
Medicine 

Minimum 

manufacturing apace 
required. 

Machinery/equipment 
recommended. 

(1) 

(2) 

(3) 

(4) 



Anjana/Pisti 


Chuma/Nasya 
Manjan/Lepa 
Kwath Chum 


Pills/Vati/ 
Gutika Matrica 
and tablets. 


with separate cabins 
partitions for each 
activity. If Unani 
medicines are 

manufactured in same 
premises an additional 
area of 400 sq. ft. will be 
required. 


100 sq. ft. 


200 sq. ft. 


Kupi pakva/ 
Ksara/ Parpati/ 
Lavana Bhasma 
Satva/Sindura 
Karpu/Uppu/ 
Par am 


Kajal 


100 sq. ft. 




Kharal/mechanized / motorized 
kharal, End runner/Ball-Mill 
Sieves/Shifter. 


Grinder / Disintegrator/ 
Pulverisar/Powder mixer/ 
Sieves/shifter. 


Ball Mill, Mass Mixer/ Powder 
mixer, Granulator drier, tablet 
compressing machine, pill/vati 
cutting machine, stainless 
steel trays/container for 
storage and sugar coating, 
polishing pan in case of sugar 
coated tablets, mechanized 
chattoo, (for mixing of 
guggulu) where required. 


Bhatti, Karahi/ stainless steel 
vessels/Patila flask, Multani 
Matti/Plaster of Paris, Copper 
Rod, Earthen container, Gaj 
Put Bhatti, Muffle furnace 
(electrically operated) End / 
Edge Runner, Exhaust Fan, 
Wooden/S.S. Spatula. 


Earthen lamps for collection of 
Kajal, Triple Roller Mill, End 
Runner, Sieves, S.S. Patila, 
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Filling/packing and 

manufacturing room should 
be provided with exhaust fan 
and ultra violet lamps. 

6. 

Capsules 

100 sq. ft. 

Air conditioner, De-humidifier, 
hygrometer, Thermometer, 

Capsule filling machine and 
balance. 

7. 

Ointment/ 
Marham Pasai 

100 sq. ft. 

Tube filling machine, Crimping 
medicine/Ointment mixer, 

End Runner/ Mill (where 
required), S.S. Storage 

container, S.S. Patila. 

8. 

Pak/Avaleh/ 

Khand/Modak/ 

Lakayam 

100 sq. ft. 

Bhatti section fitted with 
exhaust fan and should be fly 
proof, iron Kadahi/ S.S. Patila 
and S.S. storage container. 

9. 

Panak, Syrup/ 
Pravahi Kwath 
Manapaku. 

150 sq. ft. 

Tinctum press, exhaust fan 
fitted and fly proof, Bhatti 
section, Bottle washing 

machine, Filter press/Gravity 
filter liquid filling tank with 
tap/liquid filling machine, P.P. 
Copping machine. 

10. 

Asava/Aristha 

200 sq. ft. 

Same as mentioned above. 
Fermentation tanks containers 
and distillation plant where 
necessary, Filter Press. 

11. 

Sura 

100 sq. ft. 

Same as mentioned above plus 
distillation plant and transfer 
pump. 

12. 

Ark/Tinir 

100 sq. ft. 

Maceration tank, Distillation 
plant, Liquid filling tank with 
tap/Gravity filter/Filter press, 
Visual inspection box. 

13. 

Tail/Ghrit/Ney 

100 sq. ft. 

Bhatti, Kadahi/S.S. Patila S.S. 
Storage containers, Filtration 
equipment, filling tank with 
tap /Liquid filling machine. 

14. 

Aschyotan/ 
Netra-Malham 
Panir, Karm 

Bindu 

Nasavindu. 

100 sq. ft. 

Hot air oven electrically heated 
with thermostatic control, 
kettle gas or electrically heated 
with suitable mixing 

arrangement collation mill or 
ointment mill, tube filling 
equipment, mixing and storage 
tanks of stainless steel or of 
other suitable material 

sintered glass funnel, seitz 
filter or filter candle, liquid 
filling equipment, autoclave. 

15. 

Each 

manufacturing 

200 sq. ft. 
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unit will have a 
separate area for 
Bhatti, furnace, 
boilers, puta, 
etc. This will 
have proper 
ventilation, 
removal of 

smoke, 

prevention of 
flies, insects, 
dust etc. The 
furnace section 
could have tin 
roof. 


B. LIST OF MACHINERY, EQUIPMENT AND MINIMUM MANUFACTURING 
PREMISES REQUIRED FOR THE MANUFACTURE OF VARIOUS 
CATEGORIES OF UNANI SYSTEM OF MEDICINES. 

One machine indicated for one category of medicine could be used for the 
manufacturing of other category of medicine also. Similarly some of the 
manufacturing areas like powdering, furnace, packing of liquids could also be 
shared for these items. 


8.N. 

Category of 
Medicine 

Minimum 

manufacturing apace 
required. 

Machinery/equipment 
recommended. 

(1) 

(2) 

(3) 

(4) 



1200 sq. ft. covered area 
with separate cabins, 
partitions for each 

activity. If Ayurveda / 
Siddha medicines are 
also manufactured in 
same premises an 

additional areas of 400 
sq. ft. will be required. 


1 . 

Itrifal Tiryaq/ 

Majoon/Laooq/ 
Jawarish/ 
Khamiras. 

100 sq. ft. 

Grinder/Pulveriser, Sieves, 

powder mixer (if required), S.S. 
Patilas, Bhatti and other 
accessories, plant mixer for 
Khamiras. 

2. 

Araq 

100 sq. ft. 

Distillation plant (garembic) 
S.S. storage tank, boiling 
vessel, gravity filter, bottle 
filling machine, bottle washing 
machine, bottle drier. 

3. 

Habb (Pills) and 
tablets. 

100 sq. ft. 

Ball Mill, Mass Mixer/ Powder 
mixer, Granulator drier, tablet 
compressing machine, pill/vati 
cutting machine, stainless 
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steel trays/container for 

storage and sugar coating, 
polishing pan in case of sugar 
coated tablets, mechanized 




chattoo, (for mixing of guggul) 
where required. 

4. 

Sufoof (l’mvdei) 

200 sq. ft. 

Grinder/Pulveriser, Sieves, 

Trays, Scoops, Powder mixer 

r>. 

Kaughan (Oils) 

100 sq. It 

(where required). 

Oil expeller, S.S. Patilas oil 


(Crushing iV. 


filter bottle, filling machine, 


Boiling) 


bottle drier, Bhatti. 

6. 

Shiyaf, Surma, 

100 sq. ft. 

End runner, mixing S.S. 


Kajal 


vessel. 

7. 

Marham, Zimad 

100 sq. ft. 

Kharal. Bhatti, End runner, 


(Ointment) 


Grinder, Pulveriser, Triple 
roller mill (if required) 

8, 

Qurs (Tab.) 

100 sq. ft. 

Grinder/Pulveriser, Sieves, 

powder mixer (where needed), 

Granulator, Drier, Tablet 

compressing machine, Die 
punches Trays, O.T. 

Apparatus, Balance with 

weights, Scoops, Sugar coating 
pan, Polishing pan, Heater. 

9. 

Kushta 

100 sq. ft. 

Bhatti, Kharal, Sil Batta, 
Earthen pots. 

10. 

Murabba 

100 sq. ft, 

Aluminium vessels 50-100 
kgs. Capacity, Genclna, Bhatti. 

1 1. 

Capsule 

100 sq, ft. 

Pulveriser, Powder mixer 

(where needed), capsule filling 
machine, Air conditioner, De¬ 
humidifier balance with 

weights, storage containers, 
glass. 

12. 

Sharbat 

100 sq. ft. 

Tinctum press, exhaust fan 


Joshanda 


fitted, bhatti section, bottle 
washing machine, Filter press 
gravity filter, Liquid filling 
tank with tap/ liquid filling 
machine, air oven electrically 
heated with Thermostatic 

control, kettle. 

13. 

Quto'or-e- 

100 sq. ft. 

1 lot air oven electrically heated 


Chashm and 


with Thermostatic control, 


Marham (Eve 

drops Bye 

ointment) 


kettle. 

14 

Each 

manufaet unng 
unit will have a 
separate area for 

200 sq. ft. 

1 



Bhatti, furnaces, | 
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boilers, 

putta 

etc. This 

will 

have 1 

proper 

ventilation, 


removal 

of 

smoke, 


prevention 

of 

flies, insects, 

dust etc. 



C. LIST OF EQUIPMENT RECOMMENDED FOR IN HOUSE QUALITY 
CONTROL SECTION. 

(Alternatively unit can get the testing done from the Government 
approved laboratory.) 


(A) 

CHEMISTRY SECTION 

(B) 

PHARMACOGNOSY SECTION 

1 . 

Alcohol Determination Apparatus 
(complete set). 

1 . 

Microscope Binocular. 

2. 

Volatile Oil Determination 

Apparatus. * 

2. 

Dissecting Microscope. 

3. 

Boiling Point Determination 

Apparatus. 

3. 

Microtome 

4. 

Melting Point Determination 

Apparatus. 

4. 

Physical Balance. 

5. 

Refractometer. 

5. 

Aluminium Slide trays. 

6. 

Polarimeter. 

6. 

Stage Micrometer. 

Hi 

Viscometer. 

7. 

Camera Lucida (Prism and Mirror 

Typ 6 )- 

8. 

Tablet Disintegration Apparatus. 

8. 

Chemicals, Glass-wares etc. 

9. 

Moisture Meter 



mm 

Muffle Furnace 



EH 

Electronic Balance. 



EH 

Magnetic Stirrer. 



EH 

Hot Air Oven. 

■ ■ 


EH 

Refrigerator. 

■ ■ 


m 

Glass/ Steel Distillation 

Apparatus. 

■ 


16. 

LPG Gas Cylinders with Burners. 



KH 

Water Bath (Temperature 

Controlled). 



EH 

Heating Mantles/Hot Plates. 



HI 

TLC apparatus with all 

Accessories (Manual). 

■ 


20. 

Paper Chromatography 

Apparatus with accessories. 



21. 

Sieve size 10 to 120 with Sieve 
shaker. 



22. 

Centrifuge machine. 



23. 

De-humidifier. 



24. 

pH Meter. 



25. 

Limit Test Apparatus. 


i - 
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Note: 


The above requirements of machinery, equipments, space, are made subject 
to the modification at the discretion of the Licensing Authority; if he is of the 
opinion that having regard to the nature and extent of the manufacturing 
operations it is necessary to relax or alter them in the circumstances in a particular 
case. 


( F No. K-11020/5/97-DCCaSM) | 
L PRASAD, It Sccy 

Footnote : The Principal rules were published in the Official Gazette vide notification No F. 28- 10/45-H( 1), dated the 21 st 
December, 1945 and last amended vide GSR 504(E) dated 18-7-2002 
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